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IFR DOC. 94-14715 Filed Q-16-94; 8:4s am] 
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DEPARTMENT OF HEALTH AND 
HUMAN S@RVICES 

Food and Drug Adrninlstretion 

21 CFR Parts 5 end 821 

Delegations of Authority end 
Orgenlzetlon; Center for Devloes end 
Redlologloel Heelth 
AQENCY: Food and Drug Administration, 
HHS. 
ACTION: Final rule, 
SUMMARY: The Food and Drug 
Administrotion (FDA) is amending the 
re ulotionsfor delegations of authority 
re P oting to general redelegations of 
nuthority from the Associate 
Commissioner of Regulatory Affairs to 
certain FDA officials in the Center for 
Devices and Rndlologlcol Health 
[CDRHJ. The redelegolion provides 
these officials with Authority togrant or 
deny certain citizen petitions for 
exemption or vorionce from medical 
device tracking requirements. This 
Action la being taken to facilitate 
expeditious handling of citizen 
petitions. FDA is also issutng A 
conforming amendment to the medical 
device trocklng regulations to make the 
regulations consistent, 
EFFECTIVE OAW: June 17,1994. 
FOR FURTHER lNFORMAllON CONTACT: 
Joseph M. Sheehan, Center. for Devices 
and Radiological Health (HFZ-841, Food 
and Drug Adminiwation, 2098 Goither 
Rd., Rockville. MD 20850,301-594- 
4765, or Ellen Rowlings, Division of 
Management Systems and Policy (HFA- 
340), Food ond Drug Administration, 
5600 Fishers Lane, Rockville. MD 
20857.3014434976. 
SUPPLEMENTARY INFORMATION: FDA is 
Amending the regulations in 5 5.31 
f’etitions m&r part 70 (21 CFR 5.31) by 
granting the authority to the Director 
and Deputy Directors, CDRH, nnd the 
Director, Oftice of Compliance 
(previously known OS the Ofhce of 
Compliance and Surveillance), CDRH, 
to issue responses to citizen petitions 
submitted in nccordence with QS 10.30 
and 821.2(b) (21 CFR 10.30 and 
821.2(b)) requesting on exemplion or 
variance from the provisions of port 621 
concerning medicoi device trncking 
requirements. FDA is making a 
conforming amendment to 921.Z(bJ, 
which currently lists only the Director, 
Office of Compliance and Surveillance, 
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CDRH, as authorized to issue such 
wsponses, to sdd the Director&d 
Deputy Dlrectars, CDRH. 

Further ~d~l~atjon of the authority 
delegated &not authorized. Authority 
delegated to tt”position b 
exercised by 8 person of x 

titlemay be 
cially 

dbalgnafed ta serve in such posltfon in 
on acting capacity or on a temporary 
basis, 

This document is issued AS it final 
rule because the rulemnking 
requirements, in 5 USC. 553 do not 
apply to rules of agency organization, 
prooedute, or prcttce, 
List ef Subsets 
21 GFR Pm-l 5 

Authority debgrtrions Eovernment 
agencies), ImportS, Organization and 
functions (Government ogencies1. 
21 GFR Part 821 

Imports, M&dlcal devices, Reporting 
and ~ordkee~ing requirements. 

Therefore, under the Federal Food, 
Drug, and Cdsmetic Act end under 
authority deJ”~gat~ to the Commissioner 
of Food and DN s+ 
821. ore amende d 

21 CPR parts 5 and 
83 foUows: 

PART 6--DELEQAtlONS OF 
ND QRZLAiWAtlON 

1, The authority citation for 21 CFR 
part 5 cantinues to reid as follows: 

AutfloPily:5~l.S.~* 504,552, Af?p. 2; 7 
lK3.C,13aa; ~271:Isu.s,c, 638,1281”12B2, 
37(1%-371 tci; cldcs. 2-l 2 of the Fair Packagting 
tmd L&ollngAct (II 11,S.C. 1451-1461ji: 21 
lJ,S.C 4l-50< 6+63,14%-149.467f, 67Bfbl. 
~01-586,10311-1309;secs.201-903 ofthe 
Fadgrsl Fo&i, J&V& and *metid Act (21 
U.S.G. 3Zl-394h 35 U.S.@. 156; sees. 301, 
302,303; 307,310,311,351,352,361,362. 
1701-1708,2tOl,2125,2127,212& oftho 
Pubttc WnalthSmvfcu Act (42 U.s;C. 241. 
242,242a, 2421,242m 243,262,263.264, 
265, Wkt-3&u-5, WXka-l,300ea-25, 
3oOas-27.3Oaea-251;42 U.S.C,1395y, 
3246b, 4332,483¶(&),10067-1001)8:E.Q 
1149Q. 11921 ,.ahd 12591; sets. 312.3%% 314 
of the National (Childhood Vaccine lnjury.Act 
of 1986, Pub. t..99-660 142 U.&C. 300&a-1 
ncmf. 

2. Section 531 is emended b 
P 

adding- 
new porngraph (gl to resd as fo lows: 
fj5.31 Petitkk under part $0. 
* l * * t 

(g]‘The Director and Deputy Dire&n%, 
CDRH, and the Director, Office of 
Comphance, GDRH, Ore authorized to 
grant or deny cittzen petttlons 
submitted under 58 10.30 and~R21.2(bI 
of this chapter, requesting an exemption 
or variance from medical device 
tracking requirements in port 821 of this 
chapter. 

3. The authority citation for 21 CFR 
pwt 821 continues to reed es follows: 

Auth~ty:socs.301,501.502,510.555. 
518; lY9,‘701, and 704 of the Federal Faad. 
Dmg, and:C&metic Act (21 U.S.C. 331,351. 
3S2, Q0Q, t?tfOu,-asoh, NW 371, and 374), 

4, Section 821,2 Is amended by 
revising the second sentence in 
intr~uc~ory text of per&graph Ib) to 
read as follows: 
#8fWt amptlonb onll verieno6f1. 
* 

(h-) : * * * 
* !a 

The Director or Deputy 
Directam, CDRH, or the Directar, Office 
of Qmpiiance, CDRH, shall issue 
~spons~ to requests under this section. t** 
* e c * * 

Da&t& June 13,1094. 
Michllel R. niylar, 

Cqmmissionerfor Polfcy. 
14655 Filed 6-16-94: 8:45 am] 

Anfmel bnrgs, Feed?, end b’teleted 
Products; Change of Sponsor N&me 
ACHY: Food and Drug Administretion. 

ACTtON: Final rule. 

anfmel drug regulations to raflect a 
change of sponsor name from Anaquest, 
Inc., A Subsidiary of.ROC Health Care, 
Inc., to Qhmeda Pharmaceutical 
Products Division Inc. 
EFFETE tWE:June 17,1994.“ 
FOR’FCIRPHfJR INFORM-AttON CONTACT: 
Benjamin A, Puyot, Canter for 

icins (HFV-130). Food 
nistration, 7500 Standish 

20855,301-534- 

S~~~~~ARY IMFORM-AT1oN: Anequest, 
Inc., A Subsidiary of BOC Health Care, 
Inc., Liberty Corner, NJ 07938-0804, has: 
informed %DA of a change of sponsor 
name from Anequest, Inc., A Subsidiary 
of ROC Wealth Care, Inc., to Obmeda 
~ha~e~ut;~~l Products Division Inc. 
Accordingly, FDA is amending the 
regulations fn 21 CFR 510.600(c)(1) and 
[c)(2) to reflect the change of sponsor 
name, 
Llsl of Subjaets in 21 CFR Part 510 

Administrative practice and 
procedure, Animal drugs, Labeling, 
Reporting and recordkeeping 
reqfrements. 
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